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Dear FDA: 

The NTSB properly identifies a cause of concern - problems in understanding 
the pubhc and ~anspo~at~on professionals that medicinals can have adverse effects on 

erformance and public safety. 

e print on labels is likely an unrealistic answer since as the industry 
mers adequately read and understand this print. Perhaps, 

consideration for the procedure in other countries recogniz n the l/13/2000 NTSB 
report is appropriate - using a label (and advertising) symbol, complemented with a 
consistent industry education campaign. After studying liability litigations over the past 
thirty years, it would appear that fine print on labels and in advertising is used more for 
litigation defense than consumer communication. 

Medicinals are recognized for causing deleterious driving, flying, boating and 
parachute performance. f was reminded over this past weekend during a Certificated 
Flight Instructor refresher clinic that pilots often ex rience such CNS effects.. .but do 
not understand or properly respond to them, Many gs are specifically banned in 
acrobatic competition and airshows, disqualifying contestants and perforrners if used in 
order to protect the pilot and the nearby pubfic. I know that marketers of various OTC 
medications, eg decongestants and antihistamines, alone or in combination, know that 
some medicinal products routinely cause CNS effects (symptoms of feeling wired, a 

uzz, sedation, euphoria, confusion, feeling distant or disconnected, slowed reaction time 
etc, as well as more serious morbidity and mortality). 

This problem occurs beyond recognized medieinals with the explosion of dietary 
plements sold to affect the CNS, or producing CNS adverse reactions. Too many 

purported dietary supplements heavily push the message of CNS augmentation. Certain 
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dietary supplements are actually traditional herbaf medicines/drugs recognized for 
thousands of years for their adverse effects. 

Ephedra is simply one example, nned by the US Marines, fOC and NCAA. 
e attached 1998 Federal Air Surgeon visory added to the recognition of 

with ephedra use. 

Sincerely, 

Thomas N. Tiedt, Ph.D. 
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The Federal Air Surgeon’s Column 

hin and Alert or Fat and Sleepy? 

By Jon L. Jordan, ND, SD 

H4&h -conscious users of over-the-counter medications are responsive to advertisers 
claiming or suggesting that their products offer such posit ve effects as wei t loss, 
euphorias increased sexual sensations, heightened awareness, plus increased energy 
and alertness. 

As lath alf ~v~r~the-counter drugs, * w aviation medicine advise airmen to 
phasize caution when using any s e that may hinder their 

Aviation Administration recently learned of an instance where an airline 
y advocated the use af an e&al product whose major ~n~ed~ent was a 

of ephedrine. The airline pilot, who used ma huang, an ephedrine 
product for weight loss, was quoted as saying that he believed his passengers preferred 
a “thin, alert pilat” to a “fat, sleepy one.” VVhife the “sfim look” ay be in vogue, the 
~~tent~a~ for an ~nca~a~~tati~n should make one reconsider. 

~~in~~a~ evidence suggests that ephedrine, an ~~het~~nem~~ke st~rn~l~t~ is not 
appropriate for over the counter use by pilots. 

airline pilot apparently believes that ma huang, the he bal produet he promotes, is 
as a dietary supplement to enhance eight loss, with the positive 

ancing mental alertness. Regardless of its form, ephedrine is a st~u~~t 
ntial for serious, adverse cardiovascular efKects. 

d Drug Administration (F 
potential for adverse effects: heart attack, stroke, seizures, psychosis, and death, 
~~~~~ca~~y less sigCfic effects include dizziness, ne~~us~~ss~ ~ns~~ia~ tre 
headache, gas~~int~st~a~ distress, irregular heartbeat, and heart ~a~~~~t~~~s. 

, the FDA has investigated more than 800 reports of adverse effects 
associated with the se of these products. Most of the reported adverse events occurred 

to middle-aged, but othenvise healthy, adults using the products for weight 
d increased energy. AAer seeking public comment, FDA researchers 

e scientific liierature, public comments to the agency, and the suggest~Qns 
expert advisory c~~i~e~ to assist in preparing a final rule, which is pending. 

?‘he closing date for comments was August 18, 1997. 
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~cause ephedrine alkaloids used in dietary supplements are heart and ne~~us system 
st~mulants~ those with hy ertension, heart ~~nd~t~~ns and ~eur~~u~ic disorders should 

eir use. Also, pregnant women should avoid the se of dietary s~pp~~me~ts 

with ephedrine alkaloids. 

e FDA has sto of an outright withdrawal fro the market of 
cause, by law, such “dietary supp~~ments~’ may not be 

the FDA, on a ease- y-case basis, can meet the legal 
substance is unsafe. Thus, th DA issued a statement waking 
potential adverse effects of e dr~~e~cQn~ining dietary 

plements with labels that portray the products as alternatives to illegal street drugs 
(I ). Next, they proposed safety measures to limit the amount of ephedrine alka 

s and tu change labeling and marketing measures to reduce the risk to 
consumers (2). 

lement containers that have ephedrine among its 
~n~edi~nts may list ma huan , Chinese ephedra, ma huang extract, ephedra, Ephe 
siniea, ephedra extract, ephedra herb powder, or epitonin, all of which indicate a 
source of ephedrine. 

e the FDA’s actions and plans for closer regulation of such dietary 
lements, as this provides a more solid basis for our reeumme~dati~ns that airmen 

should avoid ephedrine-based products, Aviation medical examiners must be aware of 
alth or dietary su~p~gments that contain ephedrine. If you 

se your pilot applicants to csrrefufly consider the potential 
ial fur disaster. As with the recent diet medication 
be cautioned about the potentia ly adverse effects of 

ephedrine (3). 

(1) Stat~rn~~t on Street Drugs Co~t~~~~Rg Botanical Eph~drine~ April f 0, I. 996. 
(2) June 2, 1997. 

e 

(3) Weight and Balance, FA&kQ3, page f 3 Fall f 997 
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